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DECISION ON APPEAL 
This is an appeal under 35 U.S.C, § 134 involving claiiTis to ati 
antibody. The Ex.aniiner has rejected the claims for lacking miiity. We have 
jurisdiction under 35 U,S.C. § 6(b). We reverse. 
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BACKCiROUXl) 

'!"hc Specification dcscribcii a clone "bjohucci IKnu a iiuirian iclai lung 
library using ;i Irapping toclimqac wiiich sclccls for niiclcotidc sequences 
encoding secreted proteias"' (Specification 65). The SpcciHcaUon states thai 
this ''clone encodes a secreted factor,'" which is designated PR0444 {id), 
and that the amino acid sequence of SEQ ID XO: 0 \vas derived from the 
coding sequence ol this clone [iJ. al 27 ). 

The Specificaiiorj states that, as demon^Urated by a p(>sitivc "csuli in 
ihe assay described in Lxaiiipie bO, PR0444 ''aci[sj lo induce ihe e\prc>sion 
of c-fos in pericyte cells" {iJ at 142). The Spccitlcation also states that 
"[ilnduction of c-fo"^ e.\piession in pericytes i-^ , . , indicaii\e of the induciion 
o^ang^ogenes^^ and, as such. PRO polypeptide^ capable of inducing ihe 
expression of c-fos would be expected to be useful for the treatment of 
conditions where induced aiigiogenesis \\ould he henefjcial including, for 
example, v/ound healing, and the like" iid.). 

In addition, the Speeitlcation describes "an antibody which 
specifically binds to" the described polypeptides {iJ. at 22). "Anti-PRC) 
antibodies . . . are useful for ihe affini!> puriiication of PRC) from 
.recombinant cell culture or natural sources'" {id at 99), 

disc:lssio\ 

1. CLAIMS 

ClanriS 4i)~44 are pcndnig and on appeal, Wc will focus on clauTi 4(1 

dielnoadesl eiann on appeal, uinch reads as folkn\s". 

40, An anubodv ihat speoiK'uUv binds lo the poKpeptide of 
SEQ ID N0:9. 
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2. RHKBKHNCES 

"File Examiner relies on the foilowing references; 

L, Diaz-Flores et al., "Atigiogenesis: -dii update/' 9 His!oi. Histopath., 
807-843 0994). 

RaifJanknecbi et al., ''Signal inlegnition at the c-/as' promoter," 16 
Carcinogenesi:^, 443-450 (.1 995), 

Daniel G. Hen-era et al. , "Aciivation ofc~fm in llie Brain," 50 
Progress in Neur&biohgy, 83-107 (1996). 

Maunzic) Orlandini et al, 'ifieniifkaTion of a c-/o.y-induced gene that 
is related to the platelet-derived growth facior-vascular endothelial groxvih 
factor faraiiy;' 93 Pmc. Natl. Acad ScL, 11 675-1 1680 (1996). 

Krisztina ivovacs, "c-Fos as a transcription factor; a stress tul (rc)view 
from a functional map " 33 Neurochem. Int., 2.87-297 (1998). 

Vincent Coulon el al,, "'A .Novel CalciujTi Signaling Pathway Targets 
tlie c-/av hitragenic Transcripiional Pausrng Site;' 274 J. Biol. Chcm., 
30439-30446 (1999j. 

.Alsushi Otani et a!,, "Angiotensin ll-Stimiilated Vascular i.-indothcliai 
Growth Facior Expression in Bovine Retinal Pericytes.;' 41 hn^esligatsve 
Ophlhalmology d yisual Science, 1 192-1 199 (2000). 

Shiniehi Sakurai et al., ''Retinal Capillary Pericyte Prolileration and c- 
Fos niR,N.A Inducl.ion by Prostaglandin Di through the c.AMP .Response 
Element/' 43 Investigalive Ophthalmology &. Visual Science. 2774-2'?'8i 
(2002). 

Ugur Ozerdeni, et ai. "Harh Contribution of Pericytes to Angiogenic 
Sprouting and Tube Fonrsaticjn/* 6 Angiogenesn':. 241-249 (2003), 
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3. UTILITY 

Claims 40-44 stand rejected under 35 U.S.C. § 101 as lacking 
patentable utiliiy. The Examiner argues that the "application has provided a 
description of an isolated protein and an antibody to this protein,'' bitt that it 
"does not disclose a specific biological role forthe[j protein and aijtibody or 
their Significance to a particular disease, disorder or physiological process, 
which one would wish to manipidate for a desired clinical effect" 
(Answer 3). 

The Examiner acl<nowlcdges that the Spccificaiion states that anti- 
PRC) antibodies are ''useful for the affinity purification of PR.O," but argues 
that, "because at the time of tiling of the instant applicatioji the specific and 
sulxstantial credible utiliiy of the FR0444 po]ypeptide[J was not established, 
there appears lo be no pressing practical need to use the claimed antibodies 
to isohiie PR.0444" {id at 5-6). Rather, "[tjo use an antibody to polypeptide 
PR0444 of the instant invention in any of the disclosed methods would 
clearly be m'mg h as the object of further research" (id at 6). 

Appellants argue tiiai ''the claimed antibodies are usefiii in the 
purification of PR0444 polypeptides, which iti ium have utility ... as 
stimulators of angiogenesis" (Br. 7). Appellants cite the results show'n in the 
Specification's lixamplc 60. which states that FR0444 ''acif s] to induce the 
expression of c-fos in pericyte cells/' and that '"[ijiiduction of c-fbs 
expression iti pericytes is . . , indicative of the induction of angiogenesis and, 
as such, PRO polypeptides capable of inducing the expression of c-fos 
would be expected to be useful for the tTeatment of conditions Adhere 
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induced angiogenesis would be beneficial including, for example, wound 
healing" (Specification 142), 

Section 101 requires a uiility thai, is boih subs{aritial and specific, A 
substiuiiial utility requires "shovv[ingJ that an invention is useful to the 
pifDlic as disclosed in its cuiTcni fonn, not that ii nuiy prove useful ai some 
futxux- date atlcr further research. Simply pm, to satisn' the \«?ubstantiar 
utiliiy requirement, an asserted use must show that that claimed invention 
has a significant and presently available benefit to the public," In re Fisher, 
421 P.3d 1365, 1371, 76 USPQ2d 1225, 1230 (Fed, Cir. 2005). A specific 
utility is ''a use which is not so vague as to be ineaninglcss." Id. In other 
vvords. '1n addition to providing a 'substanliaf utility, an asserted use murit 
also show that |tbe] claimed invention can be used io ])rovide a well-defiried 
and particular benefit to the public." Id 

"[T ]hc p ro itas lite initial burden of challenging a prestimptiveiy 
coiTect asscriion of utiliiy in the disclosure. Only after the PTO provides 
evidcttce sltowing that one of ordinary skill in the ait would reasonably 
doubt the assefted utility docs lite burden shift to the applicant io provide 
rebuual evidence stiifieieni to convince such a person of die invention's 
asserted uiility," InreBrana. 51 F.3d 1560, J 566, 34 USPQ2d 1436, 1441 
(Fed. Cir. 1995) {citation omitted). 

In this case, we agree with Appellants thai the E.xarnincr has not 
provided a sufficient basis to chaiienge the Specification's assertion of 
utiiity. We agree with the Examiner that the art demonstrates that a variety 
of stimuli may activate c-fos and that not all of these stimuli are necessarily 
involved m caticer or pathogenic angiogenesis. In particular, it is not clear 



5 



Appeal 2007-1149 
Application 1 0/066,273 

that. Appellants have demonstrated that PR0444 is in\'oived in cancer or 
patiiogei-iic angiogenesis, and therefore that inhibition of Pil0444 would be 
efl'cciive m these conditions, 

I lovvever, Appcilants have provided an assay indicating that PR0444 
"act[s] to induce th.e expression ofc-fos in pericyte cefis" (Specification 
142). The Specification <>tate?; that polypeptides having this activity "would 
be expected to be useful tor the treatment of conditions where induced 
angiogenesis would be beneficial inchiding, for example, wound healing" 
(id). 

The references cited by the Examiner support Appellants' position 
thai inducers ofc-fos e'xpression in pericytes stimulate aiigiogenesis. In 
panicular, Sakurai indicates ihat its findings ''support the view that , . . 
induction ofc-fos mRIMA is an nnportant step in tlie induction of VEGF 
expression in retinal pericyte?;," VEGF being ''a key growth factor for retinal 
neovascularization'' (Sakurai 2779-2780). In addition, we do noi agree with 
the l.ix.aminer that Sakurai demonstrates that "not all the factors that aciivate 
c-fbs . . . ind\icc VHGl'" (A.nsw'cr 12). As noted by the Examiner, Sakurai 
states ihai several prostaglandins induced c-fos vnRN A (Sakurai 2777) and 
that one of theni, PGDy_, was shown \.o induce VEGF milNA (/<;/. at 2779). 
However, we agree with Appellants that Sakurai docs not state that the other 
prostaglandins do not induce VEGF niRNA (Br. 15-16), Instead, there is no 
indication in Sakurai that the eilect of these olher prostaglandins on inducing 
VEGF niRNA was tested. 

In addition, Otani indicates thai Angioten.siii 11 (AH) "induces VEGF 
in retinal microcapillary pericytes" and "is reported to stimulate the 
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cxpro&sion oic-fos and c-yV/w mvd ihctr respjchvc prolciri'^, c-l-'os and c-Jun, 
which constirurc the hctcrodinser complex called AP-] " (Otani 1 1 V6- 1 1 ^7) 
Otani .states thai the dala "sitg<!est a prcdoiiiinani role ofAP-l . . in All 
likiuction oI'VFGF" in bovine retina! microcapiiiar> pencyies {u\ at 1977). 
Thu% boih Sakurai and Otani a])pcar to .support Appellants' portion that 
inJiicert. ofc-fos expression in pericytes stimiilate anpjogenesis, (Br. 
18.) 

riiercfore. we agree ihat those skilled in the an would reasonabh 
accept the Speeifieation'-i as<;emr>n that PR0444 is a stimulator of 
angiogencsis The FxaTiiiner has, provided no batiis lor doubling thai 
stinralaimg angK)gonei,is fs useful in. for example, wound hci-dnig. aitd 
tlieroforc is a specific and substantia! utility. 

The Cxannner cites Orlarsdini as disclosing that \TGF expression in 
fibrobkist^ is unaffected by c~fos. We disaaree. Granted, Orlandirn siaies 
ihat. "'<'/? 17//!;, die N'FXtF mfONA lc\el i:^ not affected by c-fos'^ (Orlandini 
1 1680), i low ever. Orlandini recogsnzes ihat ihi'. is in e<in!ra:it with 
obser\aiions that M'GF raRNA "is ole\aied in papillomas origmating from 

w ild-tx pc cells \^ ith respeci to papillomas ong mating ifoni c-tos- 
deSlcicnt ceils" {id). Orlandini eoneludes that ""[i]! is li!;eis that otiier e\cnts 
must happen belbre \'tG}' is induced during turnor progression since this 
eifcct can only be observed in i /ro" {id ). f 1ms, we agree \\ ith Appellants 
{Bt. 20-2 i ) that Orlandini docs not disclose diat expression ofc-fos in 
Hbroblasts is unafieeted by c-fos, merely iliat it is unaffected in vilro. 

The Fxaminer cites Dia;;~Flores and Ozerdem as evidence that "the 
mvoKcnient o^"pe^ie^^c^ in aHgiogenesis hi controversial and noi fully 
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understoocr' (Answer 13) and that ''ail hough pericytes play fan] important 
role in arigiogenesis. their role in formation of Uimor neovascLilatLtre is 
currently not fully understood'' {id. at 9-10.}. 

We agree that Diaz-];1ores and OzerdeiT! suggest that the role of 
pericytes in angiogenesis was not entirely elucidated al (he time of 
Appellani's' invention. I'Tovvcver, both of these references confirm that 
pericytes are inx^olved in angiogenesis {Diaz-Flores 809, "Events of new 
blood vessel ibnnation"; Ozerdern 246 ("we observe pericytes and 
endothelial cells working in concert to tbmi angiogenic inicrovessels")). In 
addition, the Examiner has not pointed to any teaching in either of these 
references indicating that iyiducers of c-fos expression do mistimulale 
angiogeneais. 

We concrnde that the Examiner lias not provided a snfficient basis to 
reasonably doubt that ''[ijnduclion of c4bs expression in pericytes is . . . 
indicaiive of the induction of angiogenesis" or that "polypeptides capable of 
inducing the expresjsion of c-fos would be expected to be useful for the 
LTcatment of conditions where induced angiogenesis would be beneficiaf' 
(Specification 142). '.rherefi;.>re, \vc agree witli Appellants that the Examiner 
has not provided an adequate basis to reasonably doubt the assertion that 
''the claimed antibodies are useful in the purification of PR()444 
pcjlypeptides, which in turn have utility , , . as stimulators of angiogenesis'' 
(Br. 7), We therefore reverse the utility rejection of claims 40-44. 
4. ENABEEMENf 

Cianns 40-44 stand rejected nndcr 35 U.S.C, § 1 12, first paragraph, 
becanse, in view of the lack of inility, *'one skilled in the an , . . would not 
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know how to use the clainted irAcntion" (Answer 6), ]kcaii!>e wo are 
reversing iho utility rejection, we also re\erse tise enablenicnl rejeciion of 
claiins 40-44. 

SUMMARY 

i ho l-"xannttcr hui> not adequaie!> siiown that the claims lack utiiuy. 
Wo ihcrcfore reverse the rojocjions of claims 40-44. 



REVERSED 



Smsc 
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